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Dear Mr. Yoshida: 
i 

I write in response to the request from the World Health Organization (Wk.3) for comments and , 
information for the upcoming meeting of the wH[O Expert Committee on Xkug Dkpendence 
(ECDD). In particular, 1 refer to C.L.4.2002, which transmitted the WHO Questionnaire for 
Review of Dependence-Producing Psychoactive Substances by the ThirtyTThird Expert 
Committee on Drug Dependence. 

The enclosed information assembled by the U.S. Department of Health &d Human S~JY&S 
(HHS) in response to your questionnaire is, derived ~~CXJI TIJ@Y sources. 1~ accordance with the 
Controlled Substances Acf the U.S. Food and Drug Administr&op (FDN) within HHS published 
the WHO notification and questionnaire on amfepramone (diethylpropioti), amineptine, 
buprenorphine, delta-%tetrahydrocannabinol, and tramadol in theFe&roT Register to solicit 
information. III response, the FDA received sev@ coq,q+;vr$ating tolbuprenorphine, d&a-9- 
tetrahydrocannabinol, and tramaflol. Tl-19 FDA also rec+$ ,c~~xn~~n?s. from f?ur respondents 
regarding the adequacy of the WHO Questionnaire to provide sufficient ci~ta for asses&@ the 
abuse of these sub&ances for thq purpose of control under the i@emation$l conventions. Please 
find enclosed all com&ents received in response to the Fecferql J?eglister Notice. In addition, the ai .I.**- + .~_lx . .._/ 
enclosed information package includes information Born t&e Drug Abusei Warning Network, the 
FDA’s Adverse Event Reporting System, the US- Drug Enl!or&ment Agkncy (DEA) National 
Forensic Laboratory Informatioq System, and DlZA’s forensic laboratory batabase. 

Also, we r&quest, in accordance with thg WHO Guidelines adopted in 19?9, that the WHO 
forward b, US the criti@ Revie~zDoc$~~s,fhat $1, be develqped for each of the substances 
under consideration by the; l?CDD, for our &view a.n&&&$%ii~~‘%eU before the September 
ECDD meeting.. We need to be, able $ ,$j@ OUT cqmmRt$,To_tie We0 QP the Critical Review .._- 
Documents, if necessary. 
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In addition, we would like you to know that both HHS an9 outsi{e ~JXF bonders find the current 
---i*t.-r .-21, ,,1;,;+ +Lp 

questionnaire to be too vague *d laclcing’iin the type of detailed questions, UN WIAI DVILUL ~ti 
most heel@31 data and information for the WHO + .consid$xg internatiodal scheduling for 
specific substances, We will approach the issue of r&sions to the quest&naire in another 

c 

venue. Thank you for your assistance in this matter. 

Special Assistant to the Secr&ary 
for Intemgtional Affairs t 

Enclosure: 
Information Package for Thirty-Third Expert Committee oti Drug Depend;ence 



WHO QUESTIONNAIRE FOR REVIEW OF DEPENDENCE~PRODUCiNG PSYCHOACTIV% SUBSTANCES By TaE TI-IfR7[‘Y-T~~.E~~jii~~~.~~~T~~~,.~N., “” 

DRUG DEPENDENCE’ . 

COUNTRY NAME: 

AGENCY NAME: 

CONTACT PERSON: 

United States of America 

US. Department of Health and Human Services 

Name: James R. Hunter RPh., MPH 
Senior Project Manager, Controlled Substances Staff 
Office of the Center Director 
Center For Drug Evaluation and Research 
HFD-009, Room 9C-15 
U.S. Department of Health and Human Services 
Food and Drug Administration 
5600’Fishers Lane 
Rockville, MD 20857 

Phone/fax No. : 301.827.2098I301.443.9222 
E-mail address: hunterj@cder.fda.gov 

The response should be mailed faxed or e-mailed directly to: 

Tokuo Yoshida 
Quality Assurance and Safety: Medicines (QSM 
Essential Drugs and Medicines Policy (EDM) 
World Health Organization 
20, Avenue Appia 
1211 Geneva 
Switzerland 

27 

Fax No.: 
E-mail: 

before I7 Mav 2002 

+41-22-791-4730 
yoshidat@who.ch 

Ifstatistical information requestedts not readily available, a brief descriptive answer would 
be appreciated. 

Please attach copies of relevant study reports and other background information as 
appropriate. 

Ifpossible, answers in English or French would be most appreciated. 


